Application/Control Number: 10/505,250 
Art Unit: 1648 



Page 2 



DETAILED ACTION 

1. Claims 1-14, 19, 20, and 22-46 are pending in the application. 

2. In the prior action, mailed on April 3, 2008, claims 1-47 were pending; with claims 1-13, 
20, 33, and 35-47 rejected; and claims 14-19, 21-32, and 34 withdrawn from consideration. 

3. In the Response of June 27, 2008, the Applicant amended claim 46. 

4. In view of the allowance of the generic product claims, the restriction is withdrawn from 
the non-elected species and from the methods of claims 14, 19, 22-32, and 34. 

5. Claims 1-14, 19, 20, and 22-46 are allowed. 

EXAMINER'S AMENDMENT 

6. An examiner's amendment to the record appears below. Should the changes and/or 
additions be unacceptable to applicant, an amendment may be filed as provided by 37 CFR 
1.312. To ensure consideration of such an amendment, it MUST be submitted no later than the 
payment of the issue fee. 

Authorization for this examiner's amendment was given in a telephone interview with 
David B. Bonham on October 15, 2008. 

The application has been amended as follows: 

In the last line of claim 1 , the phrase "are formed in the absence of a polypeptide- 
containing molecule" is replaced with the phrase - - do not contain entrapped or encapsulated 
polypeptide-containing molecules- - . 
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Claims 15-18, 21, and 47 are cancelled. 

Claim Rejections - 35 USC § 112 

7. (Prior Rejection- Withdrawn) Claim 46 was rejected under 35 U.S.C. 1 12, second 
paragraph, as being indefinite for reference to the term "high-shear," which is a relative term. In 
view of the amendment of the claim, the rejection is withdrawn. 

Claim Rejections - 35 USC § 103 

8. (Prior Rejections- Withdrawn) Claims 1-7, 10-12, 35-38, 41, 42, and 44-47 were 
rejected under 35 U.S.C. 103(a) as being unpatentable over O'Hagan (WO 94/27718) as 
previously applied to claims 1-7, 10-12, and 35, and further in view of O'Hagan et al. (O'Hagan 
II- WO 98/33487). Claim 13 was rejected under 35 U.S.C. 103(a) as being unpatentable over of 
O'Hagan and O'Hagan II above, and further in view of Krieg et al. (U.S. 6,207,646). Claims 8 
and 9 were rejected under 35 U.S.C. 103(a) as being unpatentable over of O'Hagan and O'Hagan 
II as applied to claims 1-7, 10-12, and 35 above, and further in view of Pizza et al, (Science 
287:1816-20) and in light of WO 2004/032958. Claim 20 was rejected under 35 U.S.C. 103(a) as 
being unpatentable over of O'Hagan and O'Hagan II as applied to claims 1-7, 10-12, and 35 
above, and further in view of Constantino et al. (Vaccine 17:1251-63). Applicant's arguments in 
traversal are found persuasive. The rejections are therefore withdrawn. 

9. (Prior Rejections- Withdrawn) Claims 1, 7, 10, 20, 33, 35, 38, 44 and 47 were rejected 
under 35 U.S.C. 103(a) as being unpatentable over Olivier et al. (reference 1 of the February 
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2008 IDS) in view of the teachings of Jeon et al. (Int J Pharmaceutics 207:99-108). Claims 1-7, 
10, 20, 33, 35-38, and 44-47 were rejected under 35 U.S.C. 103(a) as being unpatentable over 
Olivier and Jeon as applied to claims 1, 7, 10, 20, 33, 35, 38, 44 and 47 above, and further in 
view of O'Hagan (WO 94/27718). Applicant's arguments in traversal are found persuasive. The 
rejections are therefore withdrawn. 



Conclusion 

10. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ZACHARIAH LUCAS whose telephone number is (571)272- 
0905. The examiner can normally be reached on Monday-Friday, 8 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell can be reached on 571-272-0974. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Application/Control Number: 10/505,250 Page 5 

Art Unit: 1648 

/Zachariah Lucas/ 

Primary Examiner, Art Unit 1648 



